
Center for Biologics Evaluation and Research (CBER)  
Expanded Access IND Submissions, FY 2012 - 2017 

 

Fiscal Year

0

20

40

60

80

100

120

Single Patient 
Non-Emergency IND

N
um

be
r o

f I
N

D 
Su

bm
is

si
on

s

Not Allowed to Proceed
Allowed to Proceed

Single Patient 
Emergency IND

Intermediate Size IND Treatment IND
 

FY 
17

FY 
16

FY 
15

FY 
14

FY 
13

FY 
12

FY 
17

FY 
16

FY 
15

FY 
14

FY 
13

FY 
12

FY 
17

FY 
16

FY 
15

FY 
14

FY 
13

FY 
12

FY 
17

FY 
16

FY 
15

FY 
14

FY 
13

FY 
12

39 31 19 29 27 36 35 112 44 66 90 79 1 8 1 1 5
100

2
0 1 0

1

8

6

3

3
1

4

2 0 1 2 2 2
0 0 0 0 2 0

1

0

1

2

0

1



Fiscal Year

0

10

20

30

40

50

60

47 56 32 47 40 25 19 14 22 13 27 42 2 5 5 0 3 4

1
2 0

1
1 0

2

0

1

1

3

0

0 0
2 2 2

1
0 0

0 0 0 0

0

0

0

0

0

0

Single Patient 
Non-Emergency Protocol

Not Allowed to Proceed
Allowed to Proceed

Single Patient 
Emergency Protocol

Intermediate Size 
Protocol

Treatment Protocol
 

FY 
17

FY 
16

FY 
15

FY 
14

FY 
13

FY 
12

FY 
17

FY 
16

FY 
15

FY 
14

FY 
13

FY 
12

FY 
17

FY 
16

FY 
15

FY 
14

FY 
13

FY 
12

FY 
17

FY 
16

FY 
15

FY 
14

FY 
13

FY 
12

N
um

be
r o

f P
ro

to
co

l S
ub

m
is

si
on

s

 

 

Expanded Access Protocol Submissions, FY 2012 - 2017 
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